
AMEND MEN'!' 

EFFICACY EVALUATION AND TECHNICAL MANAGEMENT SECTION 

EFFICACY RBVIBW 

ANTIMICROBIAL PROGRAM BRANCH 

IN 07/20/92 OUT 08/24/93 

EPA Reg. No. or File Symbol ____ ~l~0~4~3~-~8~7~--------------------------

Product Name _____________________ v~e~sp~h~e~n~e~I~I~s~e~------------------

Company Name. ________________ C::::.a~l.::~.g.::::o~nc......:.V.:z:.e~s=--=t:.:a:a""'l.........::Lol.:l!a~b~o~r~a~t=.:o~r~v.__ ____ _ 

Date Application Received. ______ ~0~6~-~0~8~-~9~3~-------------------------

Type Product ___________________ ~H~o==s~p.i~t~a~l~D~i=s=i~n=f~e~c~t=a=n~t~-----------

MRID No (s) ____________________ -=N=o==e~--------------------------

Product Manager ________________ ~PuM~3~2~.C~D~o~u~q~l~a~s~l ________________ _ 

Submission Purpose Amendment to add restriction of use for the 
product in neonatal units of hospital 
facilities with revised label 

Type Formulation. _______________ ~L-~=·gu~l~'d=--------------------------

Actiy Ingredient (s): % 

Sodium o-phenylphenate . ..................................... 9. 65 

Sodium p-tertiary-amylphenate ••.••...•.....•..•••••........• S.34 

Recommendations 

Additional Data/Information Required to Initiate Review: 

Please explain why you would like to restrict the use of this 
product in neonatal units of hospital facilities.~(submit any 
supporting data, li1f.rature, and publ~sh~d cienttfic studies if 
available) A ... "t~rJ ~iao w 'll ~ ~ . 

I '1.. v . ,t)a.Jw~) 
Note to PM 32: LV 

EETMS cannot make any determination until the requested 
data/information are submitted by the registrant for review and 
evaluation. 

s~~,\r'~ t~~ucL(\ 
Reviewed by __ ~~~·~~~~~---- Date _________ o~a~/~2~4~/~9~3~-------------


